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1-8. (Canceled) 

9. (Currently Amended) A method for th e tr e atm e nt of - a r patfont cufforing from r educing 
the frequency and/or intensity of chronic obstructive pulmonary disease, (C.OPDJ 
exacerbations experienced bv a patient suffering from COPD. which method comprises 
admimstering to the patient via inhalation, simultaneously, sequentially or separately, a 
th e rap e utically eff e ctiv e amount of (i) a dooo of a first active ingredient which is 
formoterol, a pharmaceutically acceptable salt or solvate thereof, or a solvate of such a salt; 
and (ii) a dos e of - a -second active ingredient which is budesonide, wherei n the method is 
effective to reduce the frequency and/or intensity of exacerbations in the patient, and the 
molar ratio of the first active ingredient to the second active ingredient is from 1:2500 to 
12:1. 

10. (Canceled) 

1 1 . (Previously Presented) A method according to claim 9, wherein the first and/or second 
active ingredient is used in admixture with one or more pharmaceutically acceptable 
additives, diluents and/or carriers. 

1 2. (Previously Presented) A method according to claim 9, wherein the first active 
ingredient is formoterol fumarate dihydrate. 
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13. (Previously Presented) A method according to claim 9, wherein the molar ratio of the 
first active ingredient to the second active ingredient is from 1 :55S to 2:1 . 

14. (Previously Presented) A method according to claim 1 3 wherein the molar ratio is from 
l:70tol;4. 

1 5. (Currently Amended) A method according to claim 9 farther comprising providing th e 
dos e s to th e pati e nt in th e form of a dr y, wherein the first and second active ingredients are 
provided in powde r form . 

16. (Previously Presented) A method according to claim 15 wherein the first and second 
active ingredients are formulated as powder particles having a mass median diameter of 
less than 10 fim. 

17. (Previously Presented) A method according to claim 9 wherein the first and second 
active ingredients are provided in the form of an admixture. 

18. (Currently Amended) A method according to claim 9 wherein the dos es first and 
second active ingredients a re administered separately, less than about 2 hours apart. 

19. (Currently Amended) A method according to claim 18 wherein the dos e s first and 
second active ingredients a re administered separately, less than about 30 minutes apart. 

20. (Currently Amended) A method according to claim 19 wherein one dose active 
ingredient i s administered immediately after the other. 

2 1 . (Currently Amended) A method according to claim 9 wherein the amount of the dos e of 
the first active ingredient is administered to the patient in one or more unit doses per dav. 



PA« 3/9 * RC VD AT 8/22C005 4:04:53 PM [Eastern DayOght Time] * SVR:USPT<«FXRF-6/30 * DM1S:2738300 * CS1D:61 75428906 f DURAUON (mrr«s):03-24 



AUG. 22. 2005 4:11PM (3) FISH & RICHARDSON 6175428906 



NO. 2888 P. 4 



Applicant : Carl- Axel Bauer et at Attorney's Docket No.: 06275-150003 /D 184 1-3P US 

Serial No. : 10/010,283 

Filed : November 13, 2001 

Page : 3 of 8 



the amount of the first active ingredient i n each unit dose being from about 2 to 120 nmol. 

22. (Currently Amended) A method according to claim 2 1 wherein the amount of the-dese 
of the first active ingredient in each unit dose is from about 7 to 70 nmol. 

23 . (Currently Amended) A method according to claim 9 wherein the amount of tho doco of 
fee second active ingredient is administered to the patient in one or more unit doses per 
day, the amount of the second active ingredient in each unit dose being from about 0.1 to 

5 iimol. 

24. (Currently Amended) A method according to claim 23 wherein title amount of the dese 
e£*he second active ingredient in each unit dose i s from about 0.1 5 to 4 [xmoL 

25. (Currently Amended) A method according to claim 12 wherein the amount of tho dose 
ef fonnoterol fumarate dihydrate is administered to the patient in one or more unit doses 
per <tov, the amount of the fonnoterol fumarate dihvdrate in each unit dose being from 
about 1 to 50 jig. 

26. (New) The method of claim 9, further comprising monitoring the number of 
exacerbations experienced by the patient over a period of 12 months of treatment. 

27. (New) The method of claim 9, wherein the first active ingredient is administered in 

the form of one or more 4.5 jig unit doses of fonnoterol fumarate dihydrate, and the second 
active ingredient, which may be separate from or in admixture with the first active 
ingredient, is administered in the form of one or more 160 |ig unit doses of budesonide. 

28. (New) The method of claim 27, wherein the unit doses of both the formoterol 

fumarate dihydrate and the budesonide are administered one to four times per day. 
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29. (New) The method of claim 9, wherein the first and second active ingredients are 
administered together from a pressurized metered dose inhaler (pMDI). 

30. (New) The method of claim 9, wherein at least one of the first and second active 
ingredients is formulated in a propellant comprising one or both of P227 
(heptafluoroprop ane) and P 134(a) (tetrafluoro ethane). 

3 1 . (New) The method of claim 12, wherein the first and second active ingredients are 
provided in admixture and are inhaled simultaneously. 

32. (New) The method of claim 31, wherein the first and second active ingredients are 
in powder form. 

33. (New) The method of claim 32, wherein the first and second active ingredients are 
administered in admixture in the form of unit doses, each unit dose containing 4.5 (ig 
formoterol fhmarate dihydrate and 160 ^g budesonide. 

34. (New) The method of claim 33, wherein the patient is administered one to four of 
the unit doses per day. 

35. (New) The method of claim 32, wherein the first and second active ingredients are 
administered in admixture in the form of unit doses, each unit dose containing 9 jig 
formoterol fumarate dehydrate and 320 fig budesonide. 

36. (New) The method of claim 35, wherein the patient is administered one or two of 
the unit doses per day. 
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37. (New) The method of claim 15, wherein the first and second active ingredients are 
provided in separate inhalers. 

38. (New) The method of claim 9, wherein the first active ingredient is in the form of 
one or more 4.5 p.g unit doses of fonnoterol fiimarate dihydrate, and the second active 
ingredient, which may be separate from ox in admixture with the first active ingredient, is 
administered in the form of one or more 80 fig unit doses of budesonide. 

39. (New) The method of claim 38, wherein the unit doses of both the first active 
ingredient and the second active ingredient are administered one to four times per day. 

40. (New) The method of claim 9, wherein the first active ingredient is administered in 
the form of one or more 9 jig unit doses of fonnoterol fiimarate dihydrate, and the second 
active ingredient, which maybe separate from or in admixture with the first active 
ingredient, is administered in the form of one or more 160 jig unit doses of budesonide. 

41. (New) The method of claim 40, wherein the unit doses of both the first active 
ingredient and the second active ingredient are administered once or twice per day. 

42. (New) A method for the treatment of a patient suffering from COPD, which method 
comprises administering to the patient via inhalation, simultaneously, sequentially or 
separately, (i) a daily dose of 2 to 120 nmol of a first active ingredient that is fonnoterol, a 
pharraaceutically acceptable salt or solvate thereof, or a solvate of such a salt; and (ii) a 
daily dose of 65 to 1700 \x% of a second active ingredient that is budesonide, wherein (ii) 
the first active ingredient is optionally in admixture with the second active ingredient, and 
wherein the daily dose of each active ingredient is administered in one to four divided 
doses per day. 
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43. (New) The method of claim 42, wherein each daily dose of the first active ingredient 
is administered a$ one or more 9 fig unit doses of formoterol fumarate dihydrate, and each 
daily dose of the second active ingredient, which may be separate from or in admixture 
with the first active ingredient, is administered as one or more 320 fig unit doses of 
budesonide. 

44. (New) The method of claim 43, wherein the unit doses of both the formoterol 
fumarate dihydrate and the budesonide are administered once or twice per day. 

45. (New) The method of claim 42, wherein each daily dose of the first active ingredient 
is administered as one or more unit doses of 4.5 fig formoterol fumarate dihydrate, and 
each daily dose of the second active ingredient is administered as one or more unit doses of 
80 |xg budesonide. 

46. (New) . The method of claim 42, wherein each daily dose of the first active ingredient 
is administered as one or more unit doses of 9 fig formoterol fumarate dihydrate, and each 
daily dose of the second active ingredient is one or more unit doses of 160 fig budesonide. 

47. (New) The method of claim 46, wherein the unit doses of both the first active 
ingredient and the second active ingredient are administered once or twice per day. 

48. (New) The method of claim 42, wherein each daily dose of the first active ingredient 
is administered as one or more unit doses of 4.5 fig formoterol fumarate dihydrate, and 
each daily dose of the second active ingredient is administered as one or more unit doses of 
160 fig budesonide. 

49. (New) The method of claim 42, wherein the first and second active ingredients are 
administered together from a single pMDI. 
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50. (New) The method of claim 42, wherein at least one of the first and second active 
ingredients is formulated in a propellant comprising P227 or P134(a). 

5 1 . (New) The method of claim 42, wherein the method produces a reduction in 
frequency or intensity of COPD exacerbations in the patient. 

52. (New) The method of claim 42, wherein the method produces an improvement in 
FEVi in the patient, 

53. (New) A method for treating a patient suffering from COPD, which method 
comprises administering to the patient, via inhalation from a pMDI, a composition 
comprising (i) a first active ingredient that is fonnoterol> a pharmaceutically acceptable salt 
or solvate thereof, or a solvate of such a salt; (ii) a second active ingredient that is 
budesonide; and (iii) propellant P227, wherein the molar ratio of the first active ingredient 
to the second active ingredient is from 1 :70 to 1 :4. 

54. (New) The method of claim 53, wherein the patient is administered 4.5 or 9.0 fig 
formoterol once or twice per day and 80 or 160 |ig budesonide once or twice per day, 

55. (New) The method of claim 53, wherein the method produces a reduction in 
frequency or intensity of COPD exacerbations in the patient. 

56. (New) The method of claim 53, wherein the method produces an improvement in 
FEVi in the patient. 
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Support for the new claims can be found throughout the specification as follows: 

Support for new claim 26 can be found, e.g. 7 at page 11, lines 3-6. Support for new claims 27, 
28, 43 and 44 can be found, e.g., at page 5, lines 1-7. Support for new claims 29 and 30 can be 
found, e.g„ at page 6, lines 1-12. Support for new claims 31 and 32 can be found, e.g., at page 6, 
lines 1-5, Support for new claims 33-35 can be found, e.g., at page 5, lines 1-7. Support for new 
claim 36 can be found, e.g., at page 6, lines 7-9. Support for new claim 37 can be found, e.g., at 
page 6, lines 1-5. Support for new claims 38-41 and 45-48 can be found, e.g., at page 4, lines 
24-28. Support for new claim 42 can be found, eg., at page 4, lines 4-7, and at page 6, lines 21- 
22. Support for new claims 49, 50, 53, and 54 can be found, e.g., at page 6, lines 1-12. Further 
support for new claim 53 can be found, e.g., at page 4, lines 1 and 2, and further support for new 
claim 54 can be found, e.g. 9 at page 4, lines 24-28. Support for new claims 5 1 and 55 can be 
found, e>g>> at page 2, lines 9-10. Support for new claims 52 and 56 can be found, e.g., at page 
11, lines 8-9. 

DocNo 21 152273 
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